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Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) OR THIRTY (30) DAYS, 
WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 . 1 36(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 
• Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 

Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1.704(b). 

Status 

1 )D Responsive to communication(s) filed on . 

2a)D This action is FINAL. 2b)S This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quay/e, 1935 CD. 11, 453 O.G. 213. 

Disposition of Claims 

4) S Claim(s) 1-36 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) D Claim(s) is/are allowed. 

6) IEl Claim(s) 1-36 is/are rejected. 

7) Q Claim(s) is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) D The specification is objected to by the Examiner. 

10)D The drawing(s) filed on is/are: a)D accepted or b)Q objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 

Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1 .121 (d). 
1 1 )□ The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-1 52. 

Priority under 35 U.S.C. § 119 

12)13 Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 19(a)-(d) or (f). 
a)l3 All b)D Some * c)Q None of: 

1 .£3 Certified copies of the priority documents have been received. 

2. Q Certified copies of the priority documents have been received in Application No. . 

3. D Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 



Attachment(s) 

1 ) Notice of References Cited (PTO-892) 4) □ Interview Summary (PTO-413) 

2) □ Notice of Draftsperson's Patent Drawing Review (PTO-948) Paper No(s)/Mail Date. . 

3) □ Information Disclosure Statement(s) (PTO/SB/08) 5) D Notice of Informal Patent Application 

Paper No(s)/Mail Date . 6) □ Other: . 
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DETAILED ACTION 

Claim Rejections - 35 USC § 112 

The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the 
manner and process of making and using it, in such full, clear, concise, and exact 
terms as to enable any person skilled in the art to which it pertains, or with which it 
is most nearly connected, to make and use the same and shall set forth the best 
mode contemplated by the inventor of carrying out his invention. 

The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out 
and distinctly claiming the subject matter which the applicant regards as his 
invention. 

Claims 20-21 are rejected under 35 U.S.C. 112, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. 

The term, "for use in claims 20-21 is indefinite. Literally, it simply states an 
intention, which is a mental state, not a patentable limitation. Hence the claim is 
improperly dependent, as it does not further limit the claim on which it depends. That is 
how the claim has been examined. Alternatively, this may be intended as a method of use 
claim, in which case, the claim would be garbled, as it begins as a compound claim, and 
ends as a method claim. Moreover, as it does not contain any actual step, it would not be a 
proper process claim. Alternatively, applicants may have intended the compound "in the 
form in which it is used", i.e. what is intended is a composition claim. That, however, would 
require a second ingredient (the carrier) to become a proper composition claim, and would 
duplicate composition claim 19. The intended scope of the claim is thus unclear. 
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Claim 18 is rejected under 35 U.S.C. 112, paragraphs 1 and 2, as the claimed 
invention is not described, or is not described in such full, clear, and exact terms as to 
enable any person skilled in the art to make and use the same, and/or failing to particularly 
point out and distinctly claim the subject matter which applicant regards as his invention. 
Step (i) at the end of the claim is unclear and not enabled. An unspecified compound is 
being converted into another unspecified compound, without reciting an actual specific step 
which is performed. There is no way of knowing what converting consists of. Further, the 
specification does not teach n=how to do this. For example, this claim language covers 
converting a compound with R7=methyl to R7=ethyl of R7=H. Where does the specification 
teach how to do this? 

Claims 1-15, 18-36 are rejected under 35 U.S.C. 112, paragraphs 1 and 2, as the 
claimed invention is not described, or is not described in such full, clear, and exact terms as 
to enable any person skilled in the art to make and use the same, and/or failing to 
particularly point out and distinctly claim the subject matter which applicant regards as 
his invention. Specifically: 

Note the ...ammonio substituent at e.g. page 115, line 1. It appears in the R23 
definition and possibly elsewhere. This would provide a molecule with a plus charge bu no 
minus charge. A molecule without electrical neutrality is impossible to prepare and hence 
lacks enablement in terms of how to make, as such a thing cannot be made (paragraph l). 
Note MPEP §2172.01: "A claim which omits matter disclosed to be essential to the 
invention as described in the specification or in other statements of record may be rejected 
under 35 U.S.C. 112, first paragraph, as not enabling. In re Mayhew, 527 F.2d 1229, 188 
USPQ 356 (CCPA 1976). See also MPEP §2164.08(c). Such essential matter may include 
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missing elements Here, the missing counterion is the missing element, and indeed, 
even the specification provides no description of what the missing ion might be. On the 
other hand, if it was not the intention of applicants to claim such a non-neutral molecule, 
then the claim fails to set forth what applicants intend as their invention (paragraph 2). 
That is, it is not accurate because it is missing something. As stated in In re Zletz, 13 
USPQ2d 1320, 1322, "An essential purpose of patent examination is to fashion claims that 
are precise, clear, correct and unambiguous." 

Claims 1-36 are rejected under 35 U.S.C. 112, first paragraph, because the 
specification, while being enabling for other forms, does not reasonably provide enablement 
for solvates. The specification does not enable any person skilled in the art to which it 
pertains, or with which it is most nearly connected, to make the invention commensurate in 
scope with these claims. 

The claims, insofar as they embrace solvates are not enabled. The numerous 
examples presented, more than 50, all failed to produce a solvate. The evidence of the 
specification is thus clear- These compounds do not possess the property of forming 
solvates; there is no evidence that such compounds even exist. Thus, this is a circumstance 
where the "specification is evidence of its own inadequacy" (In re Rawer, 377 F.2d 1006, 
1012, 153 USPQ 802, 807). These cannot be simply willed into existence. As was stated in 
Morton International Inc. v. Cardinal Chemical Co., 28 USPQ2d 1190 "The specification 
purports to teach, with over fifty examples, the preparation of the claimed compounds with 
the required connectivity. However ... there is no evidence that such compounds exist... the 
examples of the ! 881 patent do not produce the postulated compounds... there is ... no 
evidence that such compounds even exist." The same circumstance appears to be true here- 
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there is no evidence that solvates of these compounds actually exist; if they did, they would 
have formed. Hence, applicants must show that solvates can be made, or limit the claims 
accordingly. 

Claims 22-26, 31-34 are rejected under 35 U.S.C. 112, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. 

Claims 22-26, 31-34 provide for the use of these compounds, but, since the claim 
does not set forth any steps involved in the method/process, it is unclear what 
method/process applicant is intending to encompass. A claim is indefinite where it merely 
recites a use without any active, positive steps delimiting how this use is actually practiced. 

Claim Rejections - 35 USC § 101 

35 U.S.C. 101 reads as follows: 

Whoever invents or discovers any new and useful process, machine, manufacture, or 
composition of matter, or any new and useful improvement thereof, may obtain a 
patent therefor, subject to the conditions and requirements of this title. 

Claims 22-26, 31-34 are rejected under 35 U.S.C. 101 because the claimed recitation of a 

use, without setting forth any steps involved in the process, results in an improper 

definition of a process, i.e., results in a claim which is not a proper process claim under 35 

U.S.C. 101. See for example Ex parte Dunki, 153 USPQ 678 (Bd.App. 1967) and Clinical 

Products, Ltd. v. Brenner, 255 F. Supp. 131, 149 USPQ 475 (D.D.C. 1966). 

Claim Objections 

Claims 4-15, 19-34 objected to under 37 CFR 1.75(c) as being in improper form 
because a multiple dependent claim cannot depend on a claim which itself multiply 
dependent, e.g. claim 3. See MPEP § 608.0l(nX 
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Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Mark L. Berch whose telephone number is 571-272-0663. 
The examiner can normally be reached on M-F 7^15 - 3:45. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, James O. Wilson can be reached on (571)272-0661. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published 
applications may be obtained from either Private PAIR or Public PAIR. Status information 
for unpublished applications is available through Private PAIR only. For more information 
about the PAIR system, see http7/pair-direct.uspto.gov. Should you have questions on 
access to the Private PAIR system, contact the Electronic Business Center (EBC) at 866- 
217-9197 (toll-free). If you would like assistance from a USPTO Customer Service 
Representative or access to the automated information system, call 800-786-9199 (IN USA 
OR CANADA) or 571-272-1000. 

Mark L. Berch 
Primary Examiner 
Art Unit 1624 

4/27/2007 




